
cs& ~~~JAN 2 7 2fl05

510O(K) K042129:
Intravenous Gravity Set with male luer slip (Cedic code F 00010)
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This sunni~ot y of safety Lanid effecti veness is beings submitted ini accor dan ce N xil tilte equi LIrIel IIe I ts
oif SM DA I 990 antd 2 I CUR 807,92.

[rack Name (CedISi sr. Itaeilions (aiv ily Set
Coninion Name lnti ix enous (rtavitv set

C lassification Name hinit pscular Adminiistilation Set

Iil Ce([di c Sri I Inravenocus Giavi ty Set is at Un iversal non-DHIP tubing set that allows [Vsolutions
to be info sec in co thie patittnt in cong inetion with ant indweilliii catheter. The di ip chianber i icr
preIn ldes passage Lit ci oss parti cl potent ially geneirated cd tringspi'king of t e IV s~lutiotni
c oni(tncr.T[he vent I ilcer is tt aerosol microbial blarrier 1Te device consists ol' a spike. drip
chanbei wilth disk fillet ( I 5' nim approx.). roller clamnp, latex lice Ilash bulb injection site, and
IIIittI Le S h I) col ynicxto I(( die prodtLiet code: F7 00010f) orI male itItier lock connector (Cedit
product code~ 00027/), 1lie coniponetits and thle processes Used to n11IanIltlUICir these IIIreIoIIIT1us

(iravi ity sctsiat substanii ills eqctiva lent to lI ke produ cts Carrenil lIvIegallIy miarketIed by V en Lisat
Ltd, uinder KS4 '692 IThe Cedie sri Intravenouis Gravity set will be packaged inl PE bags aind
sterilized per ISO I I l3>goidelineCS.

[hle Cc dic sd- [ntiaxvnous Ut avi tv Set is siminlar to the above tamned pied icaic devices inl
fol lowiuc wvaYs:

IIt has thle Same intended use.
2.It uses thc esamte comlponetits.
. [lie device con l-lgutirtioii is thle samie.

4. The ccomposition of thec raw materials is sinmilar if not identical.
5, [he pro0cesses Utsed to mianuofcuetire thle devices arle si nd I a if iot identical.

(Cdi c sri Intravenous (itacvily set performiance tests inclutde Solvent Bond ['tll tnst (SITNI 001)I.
Lealk'Oce Iusi on te.sI (S FM'v 01 2), Ru1lIer/ lamip F unctional ity (SUlM 002). leak test (For S 0001)0)
(ST'M 0 1 ) , Filiter Intern it (Si 'M 006), Retainutr Adhesive Inspection (S IM 003). ISO Icier test
(594; 1I), ( heek Vux cp fac onnante., All testitig of the Ititayetious Gravity Set tindicates that the
device ineets ort es.ccds the Ittictional recjuittcilents brt tile deviice's intended tise.

Based onl the ihect thlt ( odie Sri Intraenouts Giai ts v Set utilizes similar and equivalent designs.
conipon~len tS. a ilc i processes as curtrentl ti m keted procicicts, I le Ccli c sr I Inutra venous
Gira its Se t is s tfe atid effective whien used as) in tended.
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DEPARTMENT OF HEALTH & HUMAJN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate BoulevardJAN 2 7 2005 Rockville MD 20850

Mr. Giancarlo Gagliardoni
General Manager
Cedic S.R.L.
Via Liberazione 63/9
Peschiera Borromeo, 20068
ITALY

Re: K042129
Trade/Device Name: Intravenous Gravity Set with Male Luer Slip (Cedic Code

FOO0O0) and Intravenous Gravity Set with Male Luer Lock (Cedic Code F00027)
Regulation Number: 21 CFR 880.5440
Regulation Name: Intravascular Administration Set
Regulatory Class: II
Product Code: EPA
Dated: December 28, 2004
Received: December 30, 2004

Dear Mr. Gagliardoni:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Please be advised that FDA's issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act's requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification" (21CFR Part 807.97). You
may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.2ov/cdrh/industrv/support/index.html.

Sincerely yours,

ehDin,
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Indications for Use

510(k) Number: K042129

Device Name: Intravenous Gravity Set with Male Luer Slip (Cedic
code F00010) and Intravenous Gravity Set with Male
Luer lock (Cedic code F00027)

Indications For Use:
The Cedic srl Intravenous Gravity Set is used for IV fluid administration. This device
serves as a connection between the IV fluid container and an indwelling catheter.

Prescription Use X AND/OR Over-The-Counter Use

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

(E'vision Siqn-Off)
Dismon of Anesthesiology, General Hospital, Page 1 of 1
Infection Control, Dental Devices
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